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WARNING. FETAL TOXICITY
See full prescribing information for complete boxed warning
* When pregnancy is detected discontinue valsartan as soon as
Du:s e (51)

that act directly on the renin angiotensin sys em can cause
* iy and deat o the develop g e s (5 1)

INDICATIONS AND USAGE
Vasar an ablts USP are an ang otens I ecep or b ocker (ARB) ncicated or.
« Treatment of hypertension to lower blaod pressure Lovier ng blood
pressure reduces the risk of fatal and nonfatal cardiovascu ar events
prmariy srokes and myocard a nfa ct ons (
= Treatment of hear fa lure (NYHA class 1| V); Valsartan tablets USP
signif can y reduced hospitlization’or heart a ure (12)

DOSAGE AND

Target

Ind cation SarimOose  [OuseRange | Wainenance
Dose”

“Adult B0or 160 mg. 8010 320 mg.

Hyper ension (21) | once daly o

Pedalrc gk (13 027Tg

et ehsin 610 |ancedaly(upto | ancotaly up 0

16years) (22) | 40mg ota) | 4010 160 mg total)

Ty o W0WTEm 60 W
Heart Faure (23) | qaly° Veday T |Gy

as tolerated by patient
DOSAGE FORMS AND STRENGTHS
‘Tablets (mg): 40 (scored) 80 160 320

VALSARTAN
Tablets, USP
0000000

CONTRAINDICATIONS
Known hypersensit vty o any component; Do not coadminis er alskiren
with va sartan n patients wi h diabetes (4)

WARNINGS AND PRECAUTIONS

« Observe for signs and symptoms of hypotens on (5 2)
= Monitor renal function and poass um in susceptible patien s (5.3 5 4)

AADVERSE REACTIONS
Hyper ension: Most common adverse reactions are headache d 2z ness
vralinfect on fatigue and abdominal pain (6 1)

nhitor group (7 9% than in the groups who e ved vasartan (2 6%) or
placebo (15%) n a 129 patient trial Imited to patien s who had dry cough
when they had previously received ACE inh btors th incidences of cough
1 pa fents who rece ved valsar an HCTZ or lisinopril were 20% 19% and
69% respectively (p < 0 001)

Dose related orthos at  effects viere seen n less han 1% of patents. An
P i e niance of 221 s s at et st with
valsrtan 320 mg (8%) compared {0 1010 160 mg (2% to 4

Vasartan has been used concom tantly ith hydmcmnmtmazﬂe without
evidence of cinca ly mportant adverse nteractons.

0 her adverse reactons that occurred n controlld c incaltils of patents

Heart Fai dzzne
darthea arthra gia back pan fa ique and hyperkalemia (6 1)
To report SUSPECTED ADVERSE REACTIONS contact Ranbaxy
Pharmaceuticals nc at1 838 Ranbaxy (726 2299) or FDAat 1 800 FDA
1088 or wuw fa gov/medwatch

DRUG INTERACTIONS

« Potassium sparing diure ics po assium supp ements or salt substitutes
may lead to increase in serum potassium and in heart failure pa ients
increase n serum creatining (7)

 NSAID use may lead to_ncreased risk of renal impairment and oss of
ant hypertensive ef ect (7)

« Dual inhibition of the ren n angiotensin system: Increased risk of renal
impairment hypotension and hyperkalem a (7)

« Lthum: Increases n serum lithium concentra ions and | th um toxicity
Ul

hypotension

USE IN SPECIFIC POPULATIONS
Nursing Mothers: Nurs ng or drug should be discon inued (8 3); Pediatr cs:
Ef icacy and safety data support use in 6 1o 16 year old patients; use s not
recommended in patients < 6 years o (61 84
See 17 for PAT ENT COUNSELING INFORMATION and FDA approved
patient abeling
Revised: 0372014

FULL PRESCRIBING INFORMATION: CONTENTS™
WARNING: FETAL TOXICITY

USE IN SPECIFIC POPULATIONS
81 Pregnancy

83 Nursing Mo hers

Itcannot
be determ ned vinether these events were causa Iy related to valsartan
Body as a Whole: Al ergic reaction and asthenia
Cardiovascular: Palpitations
"Dermatologie: Pruritus and rash
Digestive: Constipa ion ry mouth dyspepsa and flatu ence
Musculoskeletal: Back pain muscle cramps and myalgia

insomnia paresthesia

Respiratory: Dysprea

0 her reported events seen ess frequenty n cl nical trials included chest
pan syncope anorexia vomting and angioedema

Pediatric Hypertension

Vasarten tas bee ovaluated orsafe . oer 00 odatr  atens aged
6to17yea 160 ped

No o vantd fetences were eni o0 beveen th advere expeince
prof le for pedia ic patients aged 610 16 years and that prev ous y reported
for adult patientsHeadache and hyperka emia were the most common
adverse events suspec ed to be study drug re ated in o der chldren (610 17
years old) and younger children (6 months to 5 years old) respective y

Neurocogni ive and developmental assessment of ped a ric patients aged 6
to 16 years revealed no overall clnica ly relevant adverse impact after
treatment with va sartan for up to 1 year

Va sartan is not recommended for pediat ¢ patien s under 6 years of age In
a study (n = 90) of pediatric pat ents (1 1o 5 years) two deaths and three

1 INDICATIONS AND USAGE B4 oot g cases of on trea ment transaminase elevat ons viere seen in the one year
11 Hypertension 85 Geratrc Use -
bt es
12 Heart Fal ure 86 Renal Impairment antco mor
tovalsartan has not been establshed I asecond study n which 75 ch dren
2 DOSAGE AND ADMINISTRATION 87 Hepa c Impairment aged 1 t0 6 years were random 2ed no deaths and one case of marked iver
21 AdutHypertension 10 OVERDOSAGE transaminase e evations occurred during a 1 year open abel ex ens on
22 Ped aric Hypertension 6 to 16 years of age 11 DESCRIPTION Heart Failure
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3 DOSAGE FORMS AND STRENGTHS 121 Mechanism of Action consistent with the pharmaco ogy of the drug and the health s atus of the
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51 Feal Toxicity 131 Carc nogenes s Mutagenesis Impairment o Fertilty The tabe shows adverse reac ions in doube bind short e heart failure
52 Hypotension 132 An mal Tox cology and/or Pharmaca ogy ras including the { rt 4 month ofthe Valsartan Heart Fa ure Tl wi han
53 Impaired Renal Func ion 14 CLINICAL STUDIES cidence of at east 2% W vere more frequent n valsar an treated pat ents
54 Hyperkaemia 1 Hyporors on than 1 placebo teated pa ents Al paien s rece ved standard orug herapy
for heart falure fraguenty as mu tple med cations which cou d nclude
6 ADVERSE REAGTIONS 142 Heart Filure e cs dig tas beta b ockers About 93% ofpat ens fece ved concomiant
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62 Pos market ng Exprionce 17 PATIENT COUNSELING INFORMATION Valsatan (1 ~3262) | Placebo (n=2740)
7 DRUG INTERACTIONS “Sectons or subsections omit ed from the u | prescr bing informaton are [ Dizzness % D
71 Cincal Labora ory Test Findings Isted Fypatension = P
Diartea 5% %
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o i gas bo e wiha chd resistnt scew cap closure Shake th bt
WARNING: FETAL TOXICITY e (at east 10 seconds) prio o d spensing  he suspens on Fat gue % 7%
When pregnancy is detected  discontinue valsartan as s00n a5 | +0ra Sweet SF° and Ora Plus® are regisered racemarks of Paddock | BackPar % 7%
possible (5 1) Laboratores Inc Dizziness postural 7% T
« Drugs that actdirecty on the renin angiotensin sys em can cause | 2 3 HeartFa lure Hyperkalemia % %
jur and death to the develop ng fe us (5 1) The recommended starting dose of va sartan table s s 40 mg_wice daly |Fypotension postural %% %

1 INDICATIONS AND USAGE

11 Hypertension

Vasartan tabets USP are ndicated or the reatment of hypertens on to

ower blood pressure Lower ng b ood pressure reduces the risk of fatal and

mm(ata\ cardiovascular events primar y strokes and myocardial infa ct ons

Thest n controlled trials of

from a w de var ety of pharmacologic classes nclud ng the class to which

valsanan principaly belongs There are no controlled ma\s n hyueuenswe
fents dnmnns rat ng risk reduction with valsartan ta

Up iration to 80 mg and 160 mg tw ce da y shold be done to he h ghest
dose astolera ed by he patent Cons dera 1on shou  be g ven o reducing
the dose of concom tant diret cs The maximum iy dose adm n stered
in cinical trials s 320 mg  diided dosos

3 DOSAGE FORMS AND STRENGTHS

40 mg are yellow colored f1m coa ed oval shaped ablets debossed vi
RX121" on one side and break | ne on the other s de

80 mg are yellowish brown co ored film coated_oval shaped tab ets
debossed with RX124" on ane side and piain on the otfer side

160 mg are pink colored i m coated oval shaped tablets debossed wi

320 mg are brown colored iim coated oval shaped tab e s debossed i h

tonto o hgh blood pressure should be part o nmpvehenswe
oo 1o managemant ncludng s aorre 1D on 1o K125 on one i and pa o e fter s 6
sercise
and imited sodium intake Many pat ents i equie more han one cingo X
management  RXK128"on oneside and pain on the ofher s de
sée publ shed gu del Pressure 4

Education Program s Joint National Committee on Prevent on Detection
Evaluation and Treatment of High B o0d Pressure (INC)
Numerous froma ariety of

Do not use in pat ents with known hypersensit v ty to any component
Dor nn\ ‘coadmin's er al skiren w th valsar an in patien s wth diabetes [See.
/

and with d fferent mechanisms of action have been shown in random zed
controlld trials to reduce cardiovascular morbidity and mortaliy and it can
be conc uded that it s b ood pressure reduction and not some o her
pharmaco ogic property of the drugs that s arge y responsib e for those
benefits The largest and most cons stent card ovascu ar outcome benefit
has been a reduction in the risk of s roke_but reduc ions n myocard al
nfarction and cardiovascular mortal y also have been seen reguar y

diasto risk
and the absolute risk increase per mmHg s greater at higher blood
pressures so that even modest reductions of severe hypertension can
provide substant al benefitRelatve risk reduction from blood pressure
reduc ion is sim lar acoss populations with vary ng absolute £ sk so the
absolu e benefit s grea er n patients who are at h gher risk ndependent of
their hypertension (for exampe patints w th diabetes or hyper ip dem 2)
and such patients wou d be expected to benefit rom more aggressive
treatment to a lower blood pressure goal

Some antityper ens ve drugs have smaller blood pressure effects (25
monotherapy) in black patien s and many antinypertensive drugs have
adit onal approved ind cations and effects (e g_on angina heart faure o
diabetic kidney disease) These cons derat ons may ou de se ection of

Vasartan tablets USP may be used alone or in combination wi h o her
an inypertensive agents

12 Heart Failure:

Va sartan tablets USP are indicated for the treatment of heart failure (NYHA
class | 1V) Inacontro led i caltral va sartan tablets USP signf can ly
reduced hospi a za ions or hear ai ure There is no evidence tht valsartan
tablets USP prov de added benef 1 when {5 used with an adequate dose
of an ACE inhibitor [See Gliical Stud es (14 2)]

2 DOSAGE AND ADMINISTRATION

21 Adult Hypertension

The recommended starting dose of valsartan ablets 5 80 mg or 160 mg
once da ly when used as monotherapy in patients who are not volume
depleted Patients requirng grea er reductions may be stared at the higher
dose Valsartan tab ¢ s may be used over a dose range of 80 mg to 320 mg
daly administered once a day

The antinypertensive effect s substan ialy present wi hin 2 weeks and
maximal reducton is generally attained af er 4 weeks If addit onal
an inypertensive effect s requ red over he starting dose range_the dose
may be.ncreased to a maximum of 320 mg or a d uretic may be added
Addtion ofa d flect

5 WARMIMGS AND PRECAUTIONS
51 Fetal Toxi
Pregnancy Calwnry L)

Use of drugs that act o the renin ang otensin system during e second
and th rd rimesters of pregnancy reduces fetal renal function and ncreases
fetal and neona al morb di y and death Resul ing o igohydramn os can be
associated wi h fetal ung hypoplas a and skeletal deformat ons Potential
neonatal adverse effec s include skull hypoplas a anur a hypotension renal
failure and death When pregnancy is detec ed d scontinue valsartan as
so0n as possible [see Use in Specif ¢ Popu at ons (8 1)]

5 2 Hypotens on

Excessve hypotension was rarely seen (01%) in paients wih

D scontinuat ons occurred in 0 5% of valsartan trea ed patien s and 0 1%
of pacebo patients for each of th following: elevations in creatinine and
elevatons i potassium

0 heraars rsclons w thanin doncsgretr han 1% retr
placebo included headache NOS nausea_renal impairment NOS syncape
blurred vision upper ol pain and vertigo (NOS = not otherwise:
pec ed)

From the ong term data n the Valsartan Heart Fa lure Trial there did not
appear 0 be any s gnificant adverse reac ions not previously identi ed

62 Postmarket ng Experience

The folowng additional adverse reactons have been reported in
postmarketing experience:

Hypersensitivity: There are rare reports of angioedema Some of these
b CE

nhib tors
angioedema

Digestive: E evated iver enzymes and very rare reports of hepat tis
‘Renal: mpa red renal function renal faiure

Clinical Laboratory Tests: Hyperkalem a

‘Dermatologic: Alopecia bul ous dermati is

Blood and Lymphatic: There are very rare reports of thrombocytopenia
Vascular: Vasculits

Rare cases of rhabdomyolys s have been reported in patients rece vng
angiotensin Il receptor blockers

Because these reactions are reported vo untarly from a population of
uncerta n size it is not always poss b e to reliably estimate their requency
or establish a causal relationsh p to drug exposure

7 DRUG INTERACTIONS

No ciinicaly s gnificant pharmacokine i in eractions were observed when
ate

uncompl cate in patien s vithan
actvated ren n angiotens n system such as vo ume_and/or st deplted
patien s receiving high doses of d retics symptomatic hypotension may
occur This condiion shoulg be carec ed pror o agministza fon f valsar an
orthe trea ment should start under close medical supervision

Catt on should be observed when nita ing therapy in patien s wh heart
failue. Pat ents wth heart ailure given valsartan commonly have some
reduction in blood pressure_but discontinua fon of therapy because of
con inuing symptomatic hypotension usualy s not necessary when dosing
instruc ions are fo lowed In controled trials n heart faure pat ens the
inc dence of hypotension in va sartan treated pat ents vas 5 5% compared
101 8% n placebo leated pa ints

If excess ve hypotens on occurs the patient should be placed n he supine
pos tion and f necessary given an ntravenous nfusion of normal 2 ne A
tansient hypotensive response s not a containd caton to fur her treatment
wh ch usualy can be cont nued without d ficuty once the blood pressure
has stab zed

§ 3 Impaired Renal Function

nalol ¢ metdine digoxn
furosem de glyburide hydroch oo hizzide o indomethacin The valsartan
atenolol combination was more antinypertens ve_han e ther component. but
tdd ot lovier the heart rate more than a eno ol a one

Goadmin stration of valsartan and warfarn did not change the
pharmacokinetics of valsartan o the time course of the anticoagulant
propert es of vartarin

GYP 450 Interactions: In v tro metabol sm studies ndicate that CYP 450
mediated drug nteract ons between valsartan and coadministered drugs
re unlike y because of the low extent of metaboism [see Clnical
Pharmacology (12 3)]

Transporters: The results from an n vitro study with human | vr tissue
nd cate hat valsartan is a substrate of the hepatic up ake transporter
OATP181 and the hepat c efflux transporter MRP2 Coadm nistration of
b tors of the uptake transporter (rfampin cyc osporine) or efflux
transporter (1 onavir) may increase the systemic exposure 1o va sartan
Potassium: Goncomitant use of va sartan w th other agents tht block the
ren n angiotensin system potassium spar ng d uretics (e g Spironolactone
tramterene_amioride) potassium supp ementsor sall subst utes
maylead to ncreases n serum po assium and  heart

thatinh b tthe ren
functon may depend in part on he act vty of he renin angitensin system
(eg patents wth renal artery stenos's chron c kidney dsease severe
congest ve heart faiure or vo ume depletion) may be at partcular risk of

faiure patents 1o increases in serum creat nine If co med cation is
considered necessary monitor ng of serum po assium is advisab e

deve oping acu fon periodically
in these patien s Consider wi hho ding or discont nuing therapy n patents
who dove 0p acin caly s gnifcan decrease i renal functon on valsaran
[See Drug Interact o (7))

o ni aldosage austment s requird for eldery patints for patien s with
mid or modera e renal mpa rment or or pat ents with m Id or moderate
iver insu ficency Care should be exerc sed with dosing of va sartan tablets
1 pa s wi h hepatc o severe enal mpa rment

Vasartan ablets with other i

Some patien s with heartfailure have developed increases n po assium These
& fects are usualy minor and ransent and they are more | kel to occur n
patients with pre existng renal impairment Dosage reducton and or
dscont nuat on of va sartan may be required  [sae Adverse Reactons (6 1)]

Va sartan ablets may be administered with or without food

22 Pedia ric Hypertension 610 16 years of age

For ing dose

s 13mg/kg once daly (up to 40 mg otal) The dosage shou d be adjusted

accord ng to blood pressure response Doses higher than 2 7 ma/kg (up to
beenstud ed in

old
For chidren who cannot swallow tablets or chidren for who the calcu ated
dosage (mg/ka) does not correspond o he avalab e tab et strengts of
valsar an the use of @ suspens on is recommended Fo low the suspens on
prepara ion nstruc ons be ow (see Prepara fon of Suspension) to administer
eker o253 sspenson Wik e g on s opld byl the
dose ofvalsar
Suspanson 115 mesgreae an N reana
No da a are avalable n ped atr c patients e ther undergoing dialys s or vith a
glomerular fitration rate < 30 mLim /1 73 m? [See Pedlatrc Use (84)]
mended for [see Adverse
Reacions (6 1) C1n cal Studies (14 1)]
Preparation of Suspension (for 160 mL of a 4 mg mL suspension)
Add 80 mL of Ora Plus™ oral suspend ng veh cé to an amber glass bot le
containing 8 valsartan 80 mg tablets and shake for a min murm of 2 m nutes
Allow the Suspens on to s and for a m n mum of 1 hour Afer the s and ng
tme shake he suspens on for aminimu of 1 addit onal minute. Add 80 L
of Ora Sweet SF°" oral sweetening veh ce 1o the bot le and shake the
suspension fr at least 10 seconds o disperse the ngred ents The suspens on

6 ADVERSE
s 1.Cl nical Studies Experience

cal studies are conduc ed under w dely vary ng conditions.
dvelse veawon rates observed n the ¢in cal stud es of a umu cannot be

e lect the rates observed in prac ice
Adult Hypertension

Valsartan has been evaluated for safety n more than 4 000 patients
I udingover 400 el foraer §manihs and mor than 160 or over

Non S eroidal  Anti nflammatory  Agents including S ective
2 2Inhbiors):In

voume or
fenal func ion coadm nistration of NSADs inc uding selectve COX 2
nhib tors with angio ens n | receptor antagonists. ncluding valsartan may
resultin de er oration of renal function including possible acute renal falure.
These effec s are usualy reversib e Mon tor renal function periodica ly in
pa ients receiving valsar an and NSA D therapy
Th ant yperorlve et o st eapta anagon i cud g
2inhibitors.

Renin Angiotensin
RAS with angiotens  recepor blockars ACE iniitors o alisiren is
assoc ated vith increased risks of hypotens on hyperkalemia and changes
1 renal unct on (includ ng acute renal fa lure) compared to monotherapy
Closely monitor blood pressure renal function and electroy es n patien s on
valsartan and other agents that affect the RAS

Do not coadrin ster al skiren with va sartan  patients w th diabetes Avoid
use of liskiren wi h valsartan in patients vi h renal mpairment (GFR < 60

Lithium: Increases in serum lthium cancentrations and thium oxiity have:
ii

year Adverse react y

Yove oy iequenty requred o Stoninuation of horapy The averal
inc dence of adverse reac ions with va sartan was s m lar to p acebo

‘The overall frequency of adverse reactions was neither dose related nor
o ed to gender age race of regimen Discont nuat on of therapy due o
s de effects was required in 2 3% of va sartan pa ients and 2% of placebo
patients The most common reasons for discontinua ion of herapy wi h
valsartan were headache and dizziness

The agverse reactions that occurred in placebo controlled  n caltialsin at
least 1% of pat ents reated with valsartan and at a h gher inc dence n
alartan 0«2 16) fan acebo (n= 888 pat s nc ued il recion
(3% vs 2%) fatigue (2% vs 1%) and abdominal pan (2% vs 1%)
Headache dizziness upper respiratory infecton cough mavmea tints
snustis nausea pharyngiis edema

11 receptor antagonists includ ng valsar an Mo tor serum i hium evels
dur ng concomi ant use

71 Clinical Laboratory Test Findings.

I controlled clinical ials clnicaly important changes n standard aboratory
parame ers were rarely assoc  ed i h administration o valsar an
Creatinine: Minor e evations in crea in ne occurred n 0 8% of patien 5 tak ng
valsartan and 0 6% g ven p acebo in control ed cl nicaltr a s of hypertensive
paients nheartfailure tias greater han 50% ncreases n crea in ne were
observed in 3 9% of valsartan treated pat ents compared 0.0 9% of p acebo
treated pa fnts

Hemoglobin and Hematocrit: Greater han 20% ecreases in hemog obin
and hematocrit were abserved in 0 4% and 0 8% respect vely of valsartan
PR s compared wilh 0 1% and 0 1% in o tresed s One

PATIENT INFORMATION
VALSARTAN TABLETS, USP
Rx only
Read he Pa ient Info ma ion hat comes wi h valsa tan
tablets, USP befo e you take it and each ime you get
are ill. The e may be new info mation. This | a let does
not take he place of talking wi h your doctor about
your medical condition or treatment. If you have any
questions about valsartan tablets, USP, ask your doctor
or pharmacist.
What is the most important information | should
know about valsartan tablets, USP?
Valsartan tablets, USP can cause harm or death to
an unborn baby. Talk to your doctor about other ways
to lower your blood pressure if you plan to become
pregnant. If you get pregnant while taking valsartan
tablets, USP, tell your doctor right away.
What are valsartan tablets, USP?
Valsartan tablets, USP are p esc ip ion medicine called
an angiotensin receptor blocker (ARB). It is used in
adults to:

« lower high blood p essure (hypertension) in adults
and child en, 6 to 16 years of age.

+teat heart failue in adults. In hese paients,
valsartan tablets, USP may lower he need for
hospitali ation hat happens from heart failu e.

Valsa tan tablets, USP are not for children under 6

years of age or child en wi h certain kidney problems.

High Blood Pressure (Hypertension). Blood p essu e

is e force in your blood vessels when your heart

beats and when your heart rests. You have high blood
pessu ewhen he force is too much. Valsa tan tablets,

USP can help your blood vessels relax so your blood

p essure is lower. Medicines hat lower your blood

p essu e lower your chance of having a st oke or heart

attack.

High blood p essure makes he heart wo k ha der to

pump blood hroughout he body and causes damage

to he blood vessels. If high blood p essure is not

t eated, it can lead to stroke, heart attack, heart failu e,

kidney failu e and vision p oblems.

Heart Failure occurs when he heart is weak and

cannot pump enough blood to your lungs and he est

of your body Just walking or moving can make you
short of b ea h, 50 you may have to est a lot.

What should I tell my doctor before taking valsartan

tablets, USP?

Tell your doctor about all your medical conditions

including whether you:

« have any allergies. See he end of his leaflet fo a
complete list of ingredients in valsa tan tablets, USP.

« have a heart condition

« have liver p oblems

« have kidney p oblems

« are pregnant or planning to hecome pregnant. See
“What i he most important informa ion | should
know about valsa tan tablets, USP?”

« are b east-feeding. Itis not known if valsartan passes
into your b east milk. You and your doctor should
decide if you will take valsartan tablets, USP or
breast-feed, but not bo h. Talk wi h your docto about
the best way to feed your baby if you take valsa tan
tablets, USP.

+ have ever had a reac ion called angioedema, to
ano her blood pressu e medicine. Angioedema
causes swelling of he face, lips, tongue and/or
th oat, and may cause difficulty b ea hing.

Tell your doctor about all the medicines you take

including prescrip ion and nonp escrip ion medicines,

vitamins and he bal supplements. Especially tell your
doctor if you take:

0 her medicines for high blood pressu e o a heart
p oblem

« water pills (also called “diuretics”)

* potassium supplements. Your doctor may check he
amount of potassium in your blood periodically

< asalt substitute. Your doctor may check he amount
of potassium in your blood periodically

« Nonsteroidal an i-in lammatory d ugs (like ibup ofen
or naproxen

« certain an ibiotics (rifamycin group), a d ug used to
p otect against t ansplant rejection (cyclospo in) or
anan iret oviral drug used to tr a HIV/AIDS infec ion
(ritonavir). These d ugs may inc ease the effect of
valsartan.

*Lihium, a medicine used in some types of
dep ession

Know he medicines you take. Keep a list of your
medicines with you to show to your doctor and
pha macist when a new medicine is p esc ibed. Talk to
your doctor or pharmacist befo e you start taking any
new medicine. Your doctor or pha macist will know
what medicines a e safe to take together.

How should | take valsartan tablets, USP?

« Take valsa tan tablets, USP exac ly as presc ibed by
your doctor.

« For treatment of high blood pressu e, take valsa tan
tablet, USP one ime each day, at he same ime ach
day.

« If your child cannot swallow tablets, or if tablets a e
not available in he presc ibed stengh, your
pharmacist will mix valsartan tablets, USP as a liquid

for your child. If your child switches

1% rate but at about the same inc dence in p acebo and aran pat. i
Intrials nwhich valsartan was compared o.an ACE nhibitor vith or vithout
pacebo the inc dence of ry cough wias signif canty greater in the ACE
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valsartan patien a
Liver Function rms Qccas onal elevat ons (greater than 150%) of liver
chemistries occurred in va sartan treated pat ents Three patients (< 01%)

between taking the tablet and the suspension, your
doctor will adjust he dose as needed. Shake he bottle



of suspension well for at laast 10 seconds befo &
pouring he doss of medicing to give to your child.

* For adult pa lents wi h heart failu e, take valsartan
1ablets, USP two imes each day, at he same fime
each day. Your doctor may start you on a low dose of
valsa tan tablets, USP and may incr ase he dess
during your t eatment.

«Valsartan tablets, USP can be taken wi h or wi hout
M
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These arenct al he possible side effects of valsartan
tablets, USP. Fo a complets list, ask your doctor or

Call your doctor for medical advics about side effects.
You may report side effects to FDA at 1-800-FDA-1088.
How do | stere valsartan tablets, USP?
* Sto e valsarkan tablets, USP at room temperatu e
between 68° - 77°F (20° - 26°C).
* Keep valsartan tablets, USP in a closed container in
adry placa.
*Stoe bottles of valsartan suspension at
tempe ature less MST(&C)&:.U!!@.
or et ige ate between 35°F - 46°F (2°C - 8°C) for

1o 75 days.
* Keep valsartan tablets, USP and all medicines out of

reach of children.

General information about valsartan tablets, USP
Medicines are some imes p escribed for conditions
hat a & not men ioned in patient info ma ion lea lets.

tablets, USP that is written for health p ofessionals.
Formo e info ma ion about valsa tan tablsts, USP, ask
your pha macist or dector, or call 1-888-Ranbaxy
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Reference ID: 3496906

PATIENT INFORMATION
VALSARTAN TABLETS, USP
Rx only

Read the Patient Information that comes with valsartan tablets, USP before you take it and each time

you get a refill. There may be new information. This leaflet does not take the place of talking with your

doctor about your medical condition or treatment. If you have any questions about valsartan tablets,

USP, ask your doctor or pharmacist.

What is the most important information | should know about valsartan tablets, USP?

Valsartan tablets, USP can cause harm or death to an unborn baby. Talk to your doctor about other

ways to lower your blood pressure if you plan to become pregnant. If you get pregnant while taking

valsartan tablets, USP, tell your doctor right away.

What are valsartan tablets, USP?

Valsartan tablets, USP are prescription medicine called an angiotensin receptor blocker (ARB). It is

used in adults to:

« lower high blood pressure (hypertension) in adults and children, 6 to 16 years of age.

e treat heart failure in adults. In these patients, valsartan tablets, USP may lower the need for
hospitalization that happens from heart failure.

Valsartan tablets, USP are not for children under 6 years of age or children with certain kidney problems.

High Blood Pressure (Hypertension). Blood pressure is the force in your blood vessels when your

heart beats and when your heart rests. You have high blood pressure when the force is too much.

Valsartan tablets, USP can help your blood vessels relax so your blood pressure is lower. Medicines

that lower your blood pressure lower your chance of having a stroke or heart attack.

High blood pressure makes the heart work harder to pump blood throughout the body and causes

damage to the blood vessels. If high blood pressure is not treated, it can lead to stroke, heart attack,

heart failure, kidney failure and vision problems.

Heart Failure occurs when the heart is weak and cannot pump enough blood to your lungs and the rest

of your body. Just walking or moving can make you short of breath, so you may have to rest a lot.

What should | tell my doctor before taking valsartan tablets, USP?

Tell your doctor about all your medical conditions including whether you:

« have any allergies. See the end of this leaflet for a complete list of ingredients in valsartan tablets, USP.

« have a heart condition

« have liver problems

« have kidney problems

« are pregnant or planning to become pregnant. See “What is the most important information | should
know about valsartan tablets, USP?”

e are breast-feeding. It is not known if valsartan passes into your breast milk. You and your doctor
should decide if you will take valsartan tablets, USP or breast-feed, but not both. Talk with your doctor
about the best way to feed your baby if you take valsartan tablets, USP.

« have ever had a reaction called angioedema, to another blood pressure medicine. Angioedema causes
swelling of the face, lips, tongue and/or throat, and may cause difficulty breathing.

Tell your doctor about all the medicines you take including prescription and nonprescription

medicines, vitamins and herbal supplements. Especially tell your doctor if you take:

« other medicines for high blood pressure or a heart problem

« water pills (also called “diuretics”)

« potassium supplements. Your doctor may check the amount of potassium in your blood periodically

« a salt substitute. Your doctor may check the amount of potassium in your blood periodically

« Nonsteroidal anti-inflammatory drugs (like ibuprofen or naproxen)

« certain antibiotics (rifamycin group), a drug used to protect against transplant rejection (cyclosporin)
or an antiretroviral drug used to treat HIV/AIDS infection (ritonavir). These drugs may increase the
effect of valsartan.

e Lithium, a medicine used in some types of depression

Know the medicines you take. Keep a list of your medicines with you to show to your doctor and

pharmacist when a new medicine is prescribed. Talk to your doctor or pharmacist before you start

taking any new medicine. Your doctor or pharmacist will know what medicines are safe to take together.

How should | take valsartan tablets, USP?

« Take valsartan tablets, USP exactly as prescribed by your doctor.

« For treatment of high blood pressure, take valsartan tablet, USP one time each day, at the same time
each day.

« |f your child cannot swallow tablets, or if tablets are not available in the prescribed strength, your
pharmacist will mix valsartan tablets, USP as a liquid suspension for your child. If your child switches
between taking the tablet and the suspension, your doctor will adjust the dose as needed. Shake the bottle
of suspension well for at least 10 seconds before pouring the dose of medicine to give to your child.

« For adult patients with heart failure, take valsartan tablets, USP two times each day, at the same time
each day. Your doctor may start you on a low dose of valsartan tablets, USP and may increase the dose
during your treatment.

« Valsartan tablets, USP can be taken with or without food.
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« |f you miss a dose, take it as soon as you remember. If it is close to your next dose, do not take the
missed dose. Take the next dose at your regular time.

« |f you take too much valsartan tablets, USP, call your doctor or Poison Control Center, or go to the
nearest hospital emergency room.

What are the possible side effects of valsartan tablets, USP?

Valsartan tablets, USP may cause the following serious side effects:

Injury or death to an unborn baby. See “What is the most important information | should know about

valsartan tablets, USP?”

Low Blood Pressure (Hypotension). Low blood pressure is most likely to happen if you also take water

pills, are on a low-salt diet, get dialysis treatments, have heart problems, or get sick with vomiting or

diarrhea. Lie down, if you feel faint or dizzy. Call your doctor right away.

Kidney problems. Kidney problems may get worse if you already have kidney disease. Some patients

will have changes on blood tests for kidney function and may need a lower dose of valsartan tablets,

USP. Call your doctor if you get swelling in your feet, ankles, or hands, or unexplained weight gain. If

you have heart failure, your doctor should check your kidney function before prescribing valsartan

tablets, USP.

The most common side effects of valsartan tablets, USP used to treat people with high blood

pressure include:

* headache

* dizziness

o flu symptoms

« tiredness

« stomach (abdominal) pain

Side effects were generally mild and brief. They generally have not caused patients to stop taking

valsartan tablets, USP.

The most common side effects of valsartan tablets, USP used to treat people with heart failure

include:

* dizziness

*low blood pressure

« diarrhea

* joint and back pain

« tiredness

* high blood potassium

Tell your doctor if you get any side effect that bothers you or that does not go away.

These are not all the possible side effects of valsartan tablets, USP. For a complete list, ask your doctor

or pharmacist.

Call your doctor for medical advice about side effects. You may report side effects to FDA at 1-800-FDA-

1088.

How do | store valsartan tablets, USP?

« Store valsartan tablets, USP at room temperature between 68° - 77°F (20° - 25° C).

« Keep valsartan tablets, USP in a closed container in a dry place.

« Store bottles of valsartan suspension at room temperature less than 86°F (30°C) for up to
30 days, or refrigerate between 35°F - 46°F (2°C - 8°C) for up to 75 days.

« Keep valsartan tablets, USP and all medicines out of the reach of children.

General information about valsartan tablets, USP

Medicines are sometimes prescribed for conditions that are not mentioned in patient information

leaflets. Do not use valsartan tablets, USP for a condition for which it was not prescribed. Do not give

valsartan tablets, USP to other people, even if they have the same symptoms you have. It may harm

them.

This leaflet summarizes the most important information about valsartan tablets, USP. If you would like

more information, talk with your doctor. You can ask your doctor or pharmacist for information about

valsartan tablets, USP that is written for health professionals.

For more information about valsartan tablets, USP, ask your pharmacist or doctor, or call 1-888-

Ranbaxy (726-2299).

What are the ingredients in valsartan tablets, USP?

Active ingredient: valsartan, USP

Inactive ingredients: colloidal silicon dioxide, crospovidone, hypromellose, ferric oxide black (in 160

mg and 320 mg strength), ferric oxide red (in 80 mg, 160 mg, and 320 mg strength), ferric oxide

yellow (in 40 mg, 80 mg, and 320 mg strength), magnesium stearate, microcrystalline cellulose,

pregelatinized starch, polyethylene glycol, talc, and titanium dioxide.

Manufactured for:

Ranbaxy Pharmaceuticals Inc.
Jacksonville, FL 32257 USA

by: Ohm Laboratories Inc.

North Brunswick, NJ 08902 USA

March 2014 FDA-02

0000000



EO LT m— } ) B -
TR ranBaxy & = g2 8§ o
FEEER 82 8 & 8= =
F3228 nocex 121 =S¢ 3 Rg =5 =
55 g ES8S )8 55 K]
28588 VALSARTAN B3 2 BE 5o 00000000 g
2247 TABLETS, USP 322 2% 5:< 2
25485 G- 92 F 85 £
=8 5 £ 285
2 40 ! Ep8 RELE2ESE S
¢ s E 8
g3 mg g8 g3SE=5% =
s PHARMACIST: Dispense withthe E o 5 &S S 8 2%
E22 85 % 2 &

@B Patient Information Leaflet. TEs =€ o2 2 3 =
= —_———— SE 3235855288 X 5 &

Rx only 10Tablets &S SE L2 & 5 £8 3 6330411210302 S =

. (b) (@)
Label Size : 107.5 x 28.5 mm

Font Size : 4.5 Pt.
Track : A20/02/2103

Reference ID: 3496906



| —
R[cavoacy

S
2sEEt 3 g o=
g%%j% NDC 63304-121-05 3 § % ] § &;

w8 ] =
0" VALSARTAN .} .
¢ ° TABLETS, USP it §§i =
4omg) | o:cpitiy
PHARMACIST: Dispense with the §§ g Py i £z 2

Patient Information Leaflet. ] s ',: - g * _ i
Rxonly 500 Tablets dEEEE g g/
Label Size : 98.5 x 45 mm bl

Font Size : 5 Pt.
Track : A20/02/2013

Reference ID: 3496906



Refergrt¢erdnc 84968898030

R[raveoc |

NDC 63304 124 03

VALSARTAN
= TABLETS, USP
80 mg

PHARMACIST: Dispense with the
Patient Information Leaflet.

Rx only 10 Tablets

VSN 20680 PN SfoImsunig yuoN
“0U] Sali0jRI0qeT WYQ :AQ
¥SN £522€ T4 ‘alliAuosxoer
“9u] S[BOINA%BLLRY AXequey
10§ PaINJORINUBIY
Each film-coated tablet contains

80 mg of valsartan, USP.
USUAL DOSAGE: See package

insert.
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